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Summary Statement of Deficiencies

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing 
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:
. Based on lack of documentation and interview with Testing Personnel #1 (TP1), the 
laboratory failed to review and evaluate the endocrinology results on the American 
Association of Bioanalysts (AAB) proficiency testing final graded report for one 
(event #3 of 2020) of seven events reviewed. Findings include: 1. A document review 
for the AAB proficiency testing reports revealed a lack of documentation of the final 
AAB proficiency testing reports for one (event #3 of 2020) of seven events 
performed. 2. When queried on 10/27/2021 at 11:55 am, TP1 was unable to provide 
the surveyor the final event report to show the results had been reviewed and 
evaluated. 3. An interview on 10/27/2021 at 11:55 am, TP1 confirmed the laboratory 
did not have documents of the final proficiency testing reports for event #3 of 2020, 
so no review was conducted.
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